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REMARKS 



Independent claim 6, as presently written, recites the use of the same fluorescent 
dye for calculating both the number of live bacteria and dead bacteria in a clinical 
specimen. 

In accordance with the claimed invention, a clinical specimen is divided into at 
least two parts to prepare first and second assay samples. Dead bacteria in the first 
assay sample are stained by one fluorescent dye, and ail bacteria in the second assay 
sample are stained by a combination of this same fluorescent dye and a surface active 
agent. Live bacteria are then calculated based on the total bacteria count obtained from 
the second assay sample and the dead bacteria count obtained from the first assay 
sample. 

Thus, as further explained below, the claimed method enables discrimination 
between dead and live bacteria using the same fluoriescent dye— an approach that is 
neither taught nor suggested by Roth et aL (U.S. Patent No. 5,545.535) or Mansour{U.S. 
Patent No, 4,665,024), individually or in combination. 

Claim Rejections - 35 U,S-C. 6 102/103 

1 . The rejection of claims 8 and 9 under 35 U.S.C. § 1 02(b) as being 
anticipated by or, In the alternative, under 35 U.S.C. § 103(a) as being obvious over Roth 
etai with evidence provided by Mansot/rhas been rendered moot by the cancellation 
without prejudice of these claims. Accordingly, withdrawal of this ground of rejection Is 
respectfully requeisted. 

2. The rejection of claims 6-7 and 1 0-1 3 under 35 U.S.C. § 1 02(b) as being 
anticipated by or, fn the alternative, under 35 U.S.C. § 103(a) as being obvious over Roth 
et al. with evidence provided by Man$ourhBB been obviated by amendment. As presently 
written, Independent claim 6 recites "calculating a number of live bacteria... and... dead 
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bacteria" using the same ^fluorescent dye"— an element of the claimed method that is 
neither taught nor suggested by Roth et aL or Mansour 

Roth et a/, describes a method for the classification of dead Gram positive 
bacteria, live Gram positive bacteria, dead Gram negative bacteria, and live Gram 
negative bacteria using four different types of fluorescent dyes (i.e., Formulae I to IV 
described in the abstract and at col. 6, line 54 to col. 16, line 26). As shown in Table 8 
(coL 21 to col. 22). Formula I dyes stain all bacteria green and Formula III dyes stain 
only dead bacteria yellow (regardless of Gram sign). Thus, discrimination between 
dead and live bacteria using the method described in Roth et aL would require the use 
of both a Formula I aQd a Formula III dye. Roth et aL contains no teaching or 
suggestion as to how this discrimination could be achieved using the same fluorescent 
dye. as required by independent claim 6. [Applicants note that the statement on page 3 
of the Office Action that Roth et aL teaches 'that one of the fluorescent dyes stains only 
the live bacteria" appears to be in error, as is evident from a careful consideration of the 
abstract and Table 8 of Roth et aL] 

/Mansour describes a method for determining Gram sign of bacteria with a 
plurality of fluorescent dyes (e.g., abstract; col. 3, lines 14-18). Mansour, like Roth et 
aL, is silent with respect to ^'calculating anumberof live bacteria... and.. :dead bacteria" 
using the same "fluorescent dye," as required by independent claim 6, Indeed, Mansour 
provides no teaching or suggestion of even discriminating between live and dead 
bacteria; rather, the method described therein is limited to discriminating between 
positive and negative Gram signs. 

Thus, inasmuch as Roth et aL and Mansowr fall to teach or suggest each and 
every element of independent claim 6 as presently written, Applicants respectfully 
submit that the claimed invention is neither anticipated by nor would have been obvious in 
view of these references, individually or in combination. Accordingly, withdrawal of this 
ground of rejection is respectfully requested. 



PAGE 8/ir RCVD AT 10/412007 12:37:19 PM [Eastern Daylight Tm^^ 



10/04/2007 10:37 13123214299 



BHGL FAX 



PAGE 09/11 



Serial No. 10/879,146 
Filed 0ctob9r 3. 2003 
Yasuyuki KawaBhima et al. 
Atty Docket NO. 11333/27 



Group Art Unit 1657 
Examiner Kallash C. Srivastavti. Ph.D. 
Response Dated October 4, 2007 
Page 7 



New Claims 

New claims 32-34 depend directly from independent claim 6, Inasmuch as 
independent claim 6 is neither anticipated by nor would have been obvious in view of 
Roth et al and Mansoun individually or in combination, for at least the reasons set forth 
above, Applicants respectfully submit that new dependent claims 32-34 are in condition 
for allowance as presently written. Favorable consideration of these claims is respectfully 
requested. 

Conclusion 

In view of the Amendment and Remarks set forth above, Applicants respectfully 
submit that the claimed Invention Is In condition for allowance. Early notification to such 
effect is earnestly solicited. 

If for any reason the Examiner feels that the above Amendment and Remarks do 
not put the claims in condition to be allowed, and that a discussion would be helpful to 
advance prosecution, it Is respectfully requested that the Examiner contact the 
undersigned agent directly at (312)-321'-4257. 



BRINKS HOFER GILSON & LIONE 
P.O. BOX 10395 
CHICAGO, ILLINOIS 60610 
(312)321-4200 
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Respectfully submitted, 




Gffegorydj^, Z^ia^W 
Registration No. 48S 
Agent for Applicants 



